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DETAILED ACTION 

• Receipt is acknowledged of Applicants' RCE, filed on 26 November 2008 and 
change of correspondence address notice filed on 9 February 2009. 

• The 35 USC 112 new matter rejection and claim objection of the previous Office 
action are withdrawn in view of the amendment and remarks. 

• The remarks filed on 26 November 2008 have been considered but are moot in 
view of the new grounds of rejection. 

Election/Restrictions 

New claim 27 is withdrawn as it depends from withdrawn claim 1 . 

Claim Rejections - 35 USC §112 

Claim 1 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. 

As amended, claim 11 recites the limitation "continuous." After carefully 
examining the instant disclosure, the examiner respectfully submits that support for this 
amendment is lacking and the addition of said limitation is new matter. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 11-17 and 24-26 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by U.S. Patent No. 6,143,794 ("Chaudhuri"). 

Chaudhuri discloses a topical formulation for the treatment of fungal diseases 
(see col. 1 , lines 8-1 0) comprising: 

• the hydrophilic polymer matrix of instant claim 1 1(see col. 6, lines 13-45); 

• the active agent of instant claim 1 1 (see col. 4, line 41 ); 

• the humectant (e.g. polyethylene glycol) of instant claim 1 1 (see col. 6, 
lines 2-12); 

• the moisture content of instant claim 1 1 , i.e. up to 68.4% (see claim 1 (h)); 

• the direct contact with an ungual structure of instant claim 1 1 (see col. 9, 
lines 59-67); 

• the organic acid of instant claim 1 1 (see col. 4, lines 22-37 - i.e. 
pharmaceutical^ acceptable salt of an active compound using, e.g. citric 
acid); 

• the moisture management system (as disclosed in pages 23-24 of the 
instant specification) of instant claim 12 (see col. 6, lines 13-45); 

• the attachment element (adhesive) of instant claim 1 3 (see col. 6, line 49); 
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• the polyacrylamide of instant claims 14, and 24-26 (see col. 6, line 22); 

• the citric acid of instant claim 15 (see col. 4, line 34); 

• the polyethylene glycol of instant claim 16 (see col. 6, lines 8-9); and 

• the moisture content of instant claim 17 (see Tables D and E). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 21-23 rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,143,794 ("Chaudhuri"). 

Chaudhuri teaches a topical formulation for the treatment of fungal diseases (see 
above). 

Chaudhuri explains that the disclosed invention provides a gel capable of 
delivering an antifungal through the nail barrier (see col. 2, lines 14-15). 

While Chaudhuri does not explicitly teach the percentages of instant claims 21- 
23, it is the position of the Examiner that it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to determine suitable percentages 
through routine or manipulative experimentation to obtain the best possible results, as 
these are variable parameters attainable within the art. 
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Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant percentage ranges. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a composition comprising a hydrophilic polymer matrix, 
at least one active agent, at least one humectant, and moisture content effective to 
create a diffusion gradient as taught by Chaudhuri. One of ordinary skill in the art at the 
time the invention was made would have been motivated to make such a composition 
because it provides a gel capable of delivering an antifungal through the nail barrier, as 
explained by Chaudhuri (see above). 

* 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571)272-4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on (571)272-8373. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/H. S. A./ 

Examiner, Art Unit 1615 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 



